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premarket notification procedures in
subpart E of part 807 of this chapter
subject to the limitations in §866.9.

[47 FR 50823, Nov. 9, 1982, as amended at 54
FR 25046, June 12, 1989; 66 FR 38791, July 25,
2001]

§866.3020 Adenovirus serological re-
agents.

(a) Identification. Adenovirus sero-
logical reagents are devices that con-
sist of antigens and antisera used in se-
rological tests to identify antibodies to
adenovirus in serum. Additionally,
some of these reagents consist of
adenovirus antisera conjugated with a
fluorescent dye and are used to identify
adenoviruses directly from clinical
specimens. The identification aids in
the diagnosis of disease caused by
adenoviruses and provides epidemiolog-
ical information on these diseases.
Adenovirus infections may cause phar-
yngitis (inflammation of the throat),
acute respiratory diseases, and certain
external diseases of the eye (e.g., con-
junctivitis).

(b) Classification. Class I (general con-
trols). The device is exempt from the
premarket notification procedures in
subpart E of part 807 of this chapter
subject to the limitations in §866.9.

[47 FR 50823, Nov. 9, 1982, as amended at 54
FR 25046, June 12, 1989; 66 FR 38791, July 25,
2001]

§866.3035 Arizona spp. serological re-
agents.

(a) Identification. Aricona Spp. Sero-
logical reagents are devices that con-
sist of antisera and antigens used to
identify Arizona spp. in cultured iso-
lates derived from clinical specimens.
The identification aids in the diagnosis
of disease caused by bacteria belonging
to the genus Aricona and provides epi-
demiological information on diseases
caused by these microorganisms. Ari-
zona sSpp. can cause gastroenteritis
(food poisoning) and sepsis (blood poi-
soning).

(b) Classification. Class I (general con-
trols). The device is exempt from the
premarket notification procedures in

§866.3060

subpart E of part 807 of this chapter
subject to the limitations in §866.9.

[47 FR 50823, Nov. 9, 1982, as amended at 54
FR 25046, June 12, 1989; 66 FR 38791, July 25,
2001]

§866.3040 Aspergillus spp. serological
reagents.

(a) Identification. Aspergillus spp. sero-
logical reagents are devices that con-
sist of antigens and antisera used in
various serological tests to identify
antibodies to Aspergillus spp. in serum.
The identification aids in the diagnosis
of aspergillosis caused by fungi belong-
ing to the genus Aspergillus.
Aspergillosis is a disease marked by in-
flammatory granulomatous (tumor-
like) lessions in the skin, ear, eyeball
cavity, nasal sinuses, lungs, and occa-
sionally the bones.

(b) Classification. Class I (general con-
trols). The device is exempt from the
premarket notification procedures in
subpart E of part 807 of this chapter
subject to §866.9.

[47 FR 50823, Nov. 9, 1982, as amended at 65
FR 2311, Jan. 14, 2000]

§866.3060 Blastomyces dermatitidis se-
rological reagents.

(a) Identification. Blastomyces
dermatitidis serological reagents are de-
vices that consist of antigens and
antisera used in serological tests to
identify antibodies to Blastomyces
determatitidis in serum. The identifica-
tion aids in the diagnosis of blasto-
mycosis caused by the fungus
Blastomyces dermatitidis. Blastomycosis
is a chronic granulomatous (tumor-
like) disease, which may be limited to
the skin or lung or may be widely dis-
seminated in the body resulting in le-
sions of the bones, liver, spleen, and
kidneys.

(b) Classification. Class II (special
controls). The device is exempt from
the premarket notification procedures
in subpart E of part 807 of this chapter
subject to §866.9.

[47 FR 50823, Nov. 9, 1982, as amended at 63
FR 59226, Nov. 3, 1998]
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